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Seriousness: If there is more than one criterion, applicable to the event, choose the most significant one. Seriousness is a regulatory definition and should not be confused with severity.

SAE Identifier: Field is for office use only
Site awareness: Enter date and the time that the first member of the study team at site is aware of the SAE
SAEs must be reported immediately i.e., within 24 hours of site awareness

Report type:  The first time the event is reported is the Initial report. Any follow up information (including signatures) is a Follow Up report.

Note: A follow up report is necessary if there is no SAE stop date at the time the initial report is sent (because the event is ‘ongoing’ etc.). The SAE Outcome will usually need to be updated when an SAE Stop Date is added.
Narrative: Provide an account of the event, similar in format to that of a discharge summary. The description must have sufficient details for evaluation by the individuals reviewing the SAE who may not be experts in the disease area or investigational medicinal products (IMPs).  Mention and summarise any symptoms, any relevant medical history, underlying disease progression etc. Indicate if there are additional pages being submitted – relevant laboratory or imaging results for example.
Note: Only 1 SAE should be reported on an SAE form. E.g. a heart attack which leads to a road traffic accident in which the participant fractures their skull, is at least 2 separate SAEs, the cardiac event, and the head fracture. Two separate SAE forms should be used to report the events. 
*Events excluded from immediate reporting*: Check the protocol safety section - is the event being assessed for reporting as an SAE excluded from immedaite reporting in the protocol? There is no requirement to submit SAE reports for such events. Reports received for non-reportable events will not be assigned an SAE identifier, and will not be processed as SAEs. Please contact the Trial Office if in any doubt. 
Expectedness: Events that are reported as being causally related to an intervention must also be assessed for expectedness.
See further guidance on this in the coding section 


Causality: Causality must to be assessed by a medically qualified investigator (i.e. by a GMC registered medical doctor) at the site
Participant ID:  Do not enter participant  (i.e., personal) identifiable data on the SAE report form 
Age: Enter age in years in years at time the event occurred. 
Do not enter Date of Birth.
Study Name, EudraCT & REC reference: If not pre-populated, then complete with Protocol Long or Short title & REC or EudraCT information as printed on the protocol title page
Diagnosis: Report diagnosis using the MedDRA Preferred Term. Symptoms should be reported in the narrative section.  In the case of death, please note that ‘death’ is not an event. Death is an outcome for an event. It is the cause of death that should be reported as the event.
Severity: This should not be confused with seriousness. Check protocol for relevant severity scale e.g. Mild, Moderate, Severe, or Grade 1, or 2 or 3 or 4 etc.


Last line item here is for use by studies required by protocol to report to the Joint OUH/ UoO TSG only. Do not complete it if N/A to study

CODE LIST A-E 

Expectedness for CTIMPs: expected events are listed in the current Sponsor and Regulator approved reference safety information – which is  a specific  section of the IB or SmPC. Contact the Trial Office if in any doubt.
Note for OU sponsored studies required by Protocol to report to the Joint OUH/ UoO TSG, if the event is “related”, it is mandatory to provide the assessment of expectedness. The TSG medical monitor will not make that assessment on behalf of the trial team.
Reporter versus causality assessor:
The reporter may be a different person from the person who assesses causality. Causality must be assessed and assigned by a medically qualified doctor
Guidance on expedited reporting of events that are Related and Unexpected 
Study type
Unexpected + related to 
Coordinating centre to expedite the report to
CTIMP
The trial IMP
This is a SUSAR. Report the SUSAR to the MHRA and to the REC within statutory reporting timelines. See protocol safety section for further details. 
CTIMP
A possible interaction between  the trial IMP and trial non-IMP
This is a SUSAR. Report the SUSAR to the MHRA and to the REC within statutory reporting timelines. See protocol safety section for further details.
CTIMP
A trial challenge agent 
Not a SUSAR. See protocol for additional safety related requirements 
CTIMP
The protocol mandated rescue medicines e.g., antibiotics following challenge agent 
Not a SUSAR. See protocol for additional safety related requirements
Non-CTIMP
Any of the invasive research procedures
This is an SAE that is related and unexpected. Report to the REC that gave favourable opinion to the study. See Protocol safety section for timelines and any additional requirements.

Note: Enter information on drugs provided to treat the SAE in the Additional  information section  - not the ‘Other treatment’ section. 
Other treatments: Supplemental medications pages   and CRF print outs may be attached to the SAE report form so long as they cover the information as defined by the column headers  here.
Be alert not to send personally identifiable data on any of the supplemental pages

Add reason for late reporting of the SAE here (if applicable) 
Remember to sign the SAE form before submitting it 

If not already outlined in narrative section overleaf then please describe relevant medical history, family history etc. The description must have sufficient details for evaluation by the individuals reviewing the event who may not be experts in the disease area.
Please include the participant ID number (and SAE identifier if known) on any additional pages sent with the SAE report form
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SERIOUS ADVERSE EVENT REPORTING
FORM

Study Name:

EudraCT reference (if CTIMP):
REC reference (if non-CTIMP):

SAE |dentifier:

Site name:

Type of Report:

Principal Investigator name:

Initial (J or Follow up 1 Number:

Participant ID: (unique participant study code or reference number)

Age:

Height (if relevant):

Male [J Female [J

Weight (if relevant):

Details of SAE

Why was the event Serious?
Clresulted in death,
[lis life threatening,

existing hospitalisation,

Cpersistent or significant disability/incapacity,
[Icongenital anomaly/birth defect,

Cother important medical event.

Crequires inpatient hospitalisation or prolongation of

Date of SAE awareness at site: *

NN

(dd/mm/yyyy)

(hh:mm 24 hour clock)

*|f reported late confirm reason for lateness in the additional
information section below.

Main SAE diagnosis Grade or Date SAE SAE status | Date SAE ceased
(Enter the MAIN EVENT TERM, the medical i started See code list A to be serious
term that best summarises the event) Severity dd/mm/yyyy dd/mm/yyyy
<CTCAE orin
protocol>

Narrative (provide an account of the event including any associated symptoms. You must add further information about the nature
of the sequelae if ‘SAE status’ is ticked ‘resolved with sequelae’)

Study Medication / Intervention Refer to code list C, D, E for below
Study Drug / Actual dose 2
u ru f n
y brug D i Date of most | given at most | .2 0->= | &
Intervention at_e_o Ir.St recent recent < C-SE >
- : : dministration L : i ; 4 s oh
(List all study interventions a dd/mm/ administration admmlstratlon _ g R ©° 0
and for study drugs indicate mmAYYY dd/mm/yyyy with batch 3= ‘JE "2 S -8
their route using code list B) number g%g 8; [J] 43 g
Oin 523 <T
SAE Form Version X.0 dated DD MMM YYYY Page x
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Other treatments (exclude therapies given for the treatment of the SAE,

Indicate if not

anything other than the treatment listed previously on this form?

include concomitant medication, radiotherapy, surgery and palliative care, and applicable O
rescue medication. Continue on separate sheet if necessary)
Treatment Dose |Route | Start Date | Ongoing | End Date Causal Action
Give generic name (indicate if | See code | dd/mm/yyyy Yes/No dd/mm/yyyy relationship taken due
total dose, list B
dally dose to SAE to SAE
etc) See code list C | See code list E
Additional information
Do you consider this event likely to have been caused by No I Yes []

If yes please specify: (for example medical history, family history, findings from special
investigations, disease progression, co-morbidity)

Is there any further information you would like to add or
outstanding results e.g. imaging or laboratory to forward, details
of medication given for the SAE, reason for late reporting of SAE?

No [

Yes []

If yes, please specify:

Reporter’s signature:

Date: dd/mm/yyyy

Printed name and position:

Phone and email contact details:

Signature of medically qualified investigator who
has assigned causality:

Date: dd/mm/yyyy

/

Printed name and position:

Phone and email contact details:

Submit the signed SAE form to xxx@xxx within 24 hours of site awareness. Do not delay sending
the form if all information is not available.
File the original in the Trial Master File or Investigator Site File, and ensure that the event is

recorded in patient hospital notes and case report form where applicable.

Coding

A: SAE status 1= Resolved 2= Resolved 3= Ongoing 4= Fatal
with sequelae

B: Route 1=0ral 2 = Intravenous | 3= 4 = Aerosolised 5= Other, specify

Subcutaneous

C: Causality 0 =Unrelated | 1=Related

D: Expectedness | 1=Expected 2 = Unexpected

E: Action 0 =none 1=Dose 2 = Intervention | 3 =intervention reduced | 4 =intervention stopped
reduced delayed & delayed

Unit / Coordinating Centre Office Use Only

Coordinating Centre SAE Identifier:

Report received by: (print name and trial role / designation)

Is the event a SAE requiring immediate reporting in accordance with the protocol? (yes /no)

If yes to above, confirm date SAE report forwarded to CTRG/R&D for review by TSG medical monitor: (DDMMYYYY)

SAE Form

Version X.0 dated DD MMM YYYY
© Copyright: The University of Oxford 2020 (with acknowledgement to the MRC SAE form)
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